
739 

Food and Drug Administration, HHS § 1271.420 

Rockville Pike, suite 200N, Rockville, 
MD 20852–1448. 

§ 1271.370 Labeling. 

The following requirements apply in 
addition to §§ 1271.55, 1271.60, 1271.65, 
and 1271.90: 

(a) You must label each HCT/P made 
available for distribution clearly and 
accurately. 

(b) The following information must 
appear on the HCT/P label: 

(1) Distinct identification code af-
fixed to the HCT/P container, and as-
signed in accordance with § 1271.290(c); 

(2) Description of the type of HCT/P; 
(3) Expiration date, if any; and 
(4) Warnings required under 

§§ 1271.60(d)(2), 1271,65(b)(2), or 1271.90(b), 
if applicable. 

(c) The following information must 
either appear on the HCT/P label or ac-
company the HCT/P: 

(1) Name and address of the establish-
ment that determines that the HCT/P 
meets release criteria and makes the 
HCT/P available for distribution; 

(2) Storage temperature; 
(3) Other warnings, where appro-

priate; and 
(4) Instructions for use when related 

to the prevention of the introduction, 
transmission, or spread of commu-
nicable diseases. 

Subpart F—Inspection and En-
forcement of Establishments 
Described in § 1271.10 

EFFECTIVE DATE NOTE: At 69 FR 68687, Nov. 
24, 2005, §§ 1271.390—1271.440 (Subpart F) were 
added, effective May 25, 2005. 

§ 1271.390 Applicability. 

The provisions set forth in this sub-
part are applicable only to HCT/Ps de-
scribed in § 1271.10 and regulated solely 
under section 361 of the Public Health 
Service Act and the regulations in this 
part, and to the establishments that 
manufacture those HCT/Ps. HCT/Ps 
that are drugs or devices regulated 
under the act, or are biological prod-
ucts regulated under section 351 of the 
Public Health Service Act, are not sub-
ject to the regulations set forth in this 
subpart. 

§ 1271.400 Inspections. 
(a) If you are an establishment that 

manufactures HCT/Ps described in 
§ 1271.10, whether or not under contract, 
you must permit the Food and Drug 
Administration (FDA) to inspect any 
manufacturing location at any reason-
able time and in a reasonable manner 
to determine compliance with applica-
ble provisions of this part. The inspec-
tion will be conducted as necessary in 
the judgment of the FDA and may in-
clude your establishment, facilities, 
equipment, finished and unfinished ma-
terials, containers, processes, HCT/Ps, 
procedures, labeling, records, files, pa-
pers, and controls required to be main-
tained under the part. The inspection 
may be made with or without prior no-
tification and will ordinarily be made 
during regular business hours. 

(b) The frequency of inspection will 
be at the agency’s discretion. 

(c) FDA will call upon the most re-
sponsible person available at the time 
of the inspection of the establishment 
and may question the personnel of the 
establishment as necessary to deter-
mine compliance with the provisions of 
this part. 

(d) FDA’s representatives may take 
samples, may review and copy any 
records required to be kept under this 
part, and may use other appropriate 
means to record evidence of observa-
tions during inspections conducted 
under this subpart. 

(e) The public disclosure of records 
containing the name or other positive 
identification of donors or recipients of 
HCT/Ps will be handled in accordance 
with FDA’s procedures on disclosure of 
information as set forth in parts 20 and 
21 of this chapter. 

§ 1271.420 HCT/Ps offered for import. 
(a) Except as provided in paragraphs 

(c) and (d) of this section, when an 
HCT/P is offered for import, the im-
porter of record must notify, either be-
fore or at the time of importation, the 
director of the district of the Food and 
Drug Administration (FDA) having ju-
risdiction over the port of entry 
through which the HCT/P is imported 
or offered for import, or such officer of 
the district as the director may des-
ignate to act in his or her behalf in ad-
ministering and enforcing this part, 
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